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Status 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 20 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. In claim 20 there is an inconsistency with the language of the 
preamble in claim 1 and that of the body of the claim thus making their scope unclear. 
The preamble in claim 1 recites "an orifice introducer device" indicating that the claims 
are directed to the subcombination introducer. However, claim 20, positively recites the 
"surgical device", as an element of invention, thus indicating that the claims are directed 
to the combination of the introducer and the surgical device. As such it is unclear 
whether applicant intends the claims to be drawn to the combination or the 
subcombination. Applicant is hereby required to indicate which, the combination (a 
system including an introducer and surgical device) or subcombination (the introducer), 
the claims are intended to be drawn and make the language consistent with this intent. 
For examination purposes, the claims will be considered as drawn to the combination 
(introducer with surgical device). 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 11, 12, 15-17, 28, 31-33 and 39-43 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Dormia et al (USPN 5,176,127). 

5. Dormia discloses an introducer (Fig. 3, 6, 8) comprising a tubular member (1 ) 
having a lumen and a distal end (14, 6); a distal portion (9) having a proximal end (for 
example 15) detachably connected (as in joined) to the tubular member (for example as 
seen in Fig. 6, the expansion of the strips 16, against the inner surface of the tubular 
member will connect or join the distal tip to the tubular member), the proximal end 
having an annular groove (18, Fig. 8) that receives the distal end of the tubular member 
(when the strips 16 are expanded against the tubular member as in Fig. 6) , wherein 
when the distal portion is detached from the distal end of the tubular member, the 
proximal end of the distal portion contracts to have a smaller diameter than the tubular 
member (Fig. 3). The distal end (1 9) of the distal portion has a smaller diameter than a 
diameter of the tubular member, when secured to the distal end of the tubular member 
(Figs. 3 and 6). A tubular insertion device (10) is inserted through the lumen of the 
tubular member. The tubular insertion device is configured to detach the distal portion 
from the tubular member when inserted through the tubular member (The distal portion 
is detached from the tubular member when the insertion device is inserted into the 
tubular member up until the point the insertion device reaches member (18), for 
example Fig. 3). A recovery device (7) for withdrawing the distal portion through the 
tubular member when the distal portion has been detached from the tubular member. 
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Dormia further discloses a method of using the device that includes detachably securing 
a proximal end of a distal portion to the distal end of the tubular member (as seen in Fig. 
6, the expansion of the strips 1 6, against the inner surface of the tubular member will 
secure the distal tip to the tubular member) by receiving the distal end of the tubular 
member (6) in an annular groove (18, Fig. 8) at the proximal end of the distal portion, 
inserting the distal end into an orifice (Col 4, line 43), selectively detaching the distal 
portion [(Col 4, line 57-60) and alternatively (Fig. 3)], the distal portion contracting to 
have a diameter smaller than the tubular member (compare Figs. 3 and 6) and 
withdrawing the distal portion through the tubular member (Col 4, Lines 57-60). The 
step of selective detaching (in other words, selecting to detach or selecting to not 
detach the distal tip) includes inserting a tubular insertion device (10) for contacting the 
inner wall of the distal portion (18) (Fig. 1) (selecting to detach or not is determined by 
how far the insertion device is inserted through the tubular member). The distal tip is 
conical and tapered. 

6. Claims 11 and 12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Dotolo(US 5,931,776). 

7. Dotolo discloses an orifice introducer device comprising: a tubular member (1 0) 
having a distal end; a distal portion (12) having a proximal end configured to be 
detachably connected to the tubular member (Col 2, Line 20-22), the proximal end 
having an annular groove (16) that receives the distal end of the tubular member (see 
Fig. 2), the distal portion being selectively detachable when the orifice introducer device 
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is positioned in the orifice, wherein, when detached from the distal end of the tubular 
member, the proximal end of the distal portion contracts so as to have a smaller 
diameter than the tubular member (as tip 12 dissolves it will contact to have a smaller 
diameter). When secured to the distal end of the tubular member, a distal end of the 
distal portion has a smaller diameter than the tubular member. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claims 20 and 39-43 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Dormia (US 5,176,127) in view of Puskas (US 6,042,538). 

1 0. Dormia discloses all the limitations of the invention substantially as claimed as 
stated above except for the surgical stapler. Dormia does disclose the insertion of 
electrically operated surgical appliances such as electrically driven scalpels. 

1 1 . Puskas discloses inserting instruments into an endoscope that include retractors, 
staplers, suction devices, and electric devices. 

12. It would have been obvious to one having ordinary skill in the art at the time of 
the invention to incorporate a surgical stapler into the invention of Dormia in the place of 
an electrical scalpel since the two surgical devices were art recognized equivalents at 
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the time of the invention was made. Additionally, it is well known in the art to use 
endoscopes as a guiding in device for surgical staplers. 

13. Claims 18 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Dormia (US 5,176,127). 

14. Dormia discloses the invention substantially as claimed as stated above. 
However Dormia fails to disclose that the recovery device is a string. At the time the 
invention was made, it would have been an obvious matter of design choice to a person 
of ordinary skill in the art to replace the tubular recovery device with a string because it 
would reduce the overall profile of the device. Applicant has not disclosed that the 
string provides an advantage, is used for a particular purpose or solves a stated 
problem. In fact, the instant disclosure describes this parameter as merely preferable 
and does not describe it as contributing any unexpected result to the introducer. As 
such this parameter is deemed a matter of design choice (lacking in any criticality) and 
well within the skill of the ordinary artisan, obtained through routine experimentation in 
determining optimum results. 

Response to Arguments 

15. Applicant's arguments filed 04/04/08 have been fully considered but they are not 
persuasive. Regarding the Dormia reference, applicant argues that the mandrel head 
(distal portion) is not connected to the distal end of the jacket (tubular member). 
However, "connected" merely requires that the two elements be united, joined, or linked. 
When the distal portion is expanded as in Fig. 6 and the spring segments (16) are 
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forced against the tubular member, the two elements are in fact joined or united. The 
"annular groove", merely requires a narrow cut or indentation. As clarified above, the 
indentation at (18) is best seen in Fig. 8. When the distal portion is expanded as in Fig. 
6, the groove (18) would receive the end (6) of the tubular member. Regarding the 
method step of detaching, applicant argues that Dormia fails to disclose "detaching by 
inserting a tubular insertion device through the tubular member. However, the claim 
requires the step of "selective detaching", which was interpreted as selecting to detach 
or not detach. The choice of selecting to detach or not detach includes inserting the 
insertion device into the tubular member and is determined by how far the insertion 
device is inserted. 

16. Regarding the Dotolo reference, applicant argues that dissolvable can not be 
considered detachably connected. However, initially the distal portion is connected (fig. 
2) then it dissolves resulting in the distal portion no longer being connected, thus the 
distal portion is detached. Regarding the limitation "contract", it merely requires 
becoming smaller; shrinking, where dissolving would be equivalent to shrinking or 
becoming smaller. Regarding the limitation "annular groove", it merely requires a 
narrow cut or indentation, where the shoulder is equivalent to an indentation. 

Conclusion 

1 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH HOUSTON whose telephone number is 
(571)272-7134. The examiner can normally be reached on M-F 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 


Application/Control Number: 10/632,271 Page 9 

Art Unit: 3731 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IE. H./ 

Examiner, Art Unit 3731 


/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 


